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RT. 733(31).—yiHifI fFPT, 1945 ^ f¥Hl[ ^ 117?^, 

1940 (l940^23)^«imi2 3^«im33^3T^8iri^^, 3H^qRy), HFTII, 

13^3, wj^(i),?IRh313f?^^F5n:, 2004'^* ^IW mR«<K 45^1 >^1 ^ 

807(^),lTKhgi3 2004 541, 

'1T17T%'3^TF^rT^^3rf^, 

«ff, ■spt ^ ^mrf^ ^ aiT^ ’TFt ^ ^; 

TTTOf ^ irfw 14-12-2004 ^ "STmT ^ ■3^7^ ^l(t ■T^ «ff ; 

3T?Ti, ^ <7Rr 12 ^ ^THT 33 3?It a eft'll <^1 

1. (l) 'f7f?T^’^7TfW‘=77^##7'3ltT W«PTWTTft('®37^FT#1^) f^, 2005%! 

(2) ^ TT^TT^ y<ftl^?l'i ^ I 

2. 3fh7f<7 ^7^77^ 1945'^,— 

(i) 122'^%'3^-f^7^ (1) ; 

(ii) Pl^H 122'® 3<f{% T'T-fT^ (1) ^ ^ f^qi 'ill^77 ^ x^ftK ^<5HifV>a (1) % 

PlMPcinS'd 3T?T:f8T7fw f^ 3T«7f?7,:— 
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‘\2) ^ ^ ITT 

spm 3Ti3TmH, TT^m 10^ ^ ^ 

, ‘Nql^tJ^'^l’’Tqf sihf^ WTTft (.'H^it^) f^T^, 2005 

% mn ^ ^^ Tj^ cFT^i^t^ 11 

ftHRriRad 'Srqhi^:— 

(5) 1 3fk 2 % fciy, ■*TT'^^ ITT 3TR ''?t 1^ 1^i" 

[ m X-11014/6/2004"CrtT ^ T^ iff T^ ] 

Ocii ^qfn<Hij 

W%WW^f3rfij^4l7T:-28-10/45-T^(l),^21 f^, 194S5rawftraf^T,^^3ftt^ 

2005^' ^11^% <i'JlS3l% WTII, <a-s 3, 8H<as (i) y^tilH'iq fHHHnftgq 5RT^?T?M^f^TTT^, 3^^^f?t^:— 

(1) 32 (3T) 20-1-2005 

(2) 35 (^)20-1-2005 

(3) 79 (^) TTHhS 14-2-2005 

(4) m'^FT.f^. 174 (3T) ?THh5 16-3-2005 

(5) 431 (3T) TTHhS 30-6-2005 

MINISTRY OF HEALTH AM) FAMILY WELFARE 
(Department of Health) 

NOTWICATION 

New Delhi, tlie 21 St December, 2005 

G.! ;.R. 733(E).— Whareas a draft of catain rules furtho: to amend the Drugs and Cosmetics Rules, 1945 was 
published, a i required by Sections 12 and 3 3 of the Drugs and Cosmetics Act, 1940 (23 of 1940), in the Gazette of India 
Extraordinai y. Part H, SecUon3, Sub-section (i) dated the 13th December, 2004, under the notification of the Government of 
Indiain the ^ finistry ofHealth and Family Welfare (Department of Health), number G.S.R. 807(E), dated the 13th December 
2004, mvitii .g objections and suggestions from all persons likely to be affected thereby, before the expiry of a period of 

forty-five da /s fiom the date on which copies of the Official Gaz.ette containing the said notificaion were made available to 
the public; 

An( I, wha-eas copies of the said Gazette were made available to the public on 14-12-2004 ; 

An( I, whereas objections and suggestions received from the public on the said draft rules have been considered 
by the Centn J Govanment; 

Noi /, therefore, in exercise of the powers conferred by Sections 12 and 33 of the said Act, the Central Govenmicni, 
after consult ition with the Drugs Technical Advisory Board, ho'eby makes the following rules further to amend the Drugs 
and Cosmetic ;s Rules, 1945, namely 

1. (1) These rules may be called the Drugs and Cosmetics (6th Amendment) Rules, 2005. 

(2) They shall come into force on the date of their publication in the Official Gazette. 

2. 1 a the Drugs and Cosmetics Rides, 1945,— 

(0 in rule 122F, in sub-rule (1), ‘Explanation’ shall be omitted; 
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(ii) rule 122G shall be numbered as sub-nile (1) thereof, and after sub-nile (1) as so renumbered, the following 
shall be inserted, namely:— 

“(2) Application for grant or renewal of a licence for operation of Blood Bank or processing of human 
blood components shall be made by the Blood Bank run by the Government, Indian Red Cross 
Society, hospital, charitable trust or voluntary organization approved by a State/Unioh Territory 
Blood Transfusion Council only. 

Explanation. —^For the purpose ofthis sub-rules, “renewal” shall include renewal of any Ucence issued prior 
to the commencement of the Ehugs and Cosmetics (.Amendment) Rules, 2005. ” 

(iii) In Schedule F to the said rules, in Part XII-B, under the heading ‘ J. SPECIAL REAGENTS ’, for the oitry at 
serial number (5), the foUowii^ shall be substituted, namely,— 

“(5) ELISA or R^id or RPHA test kits for Hqjatitis and HTVI and II.” 

[K No. X-11014/6/2004-DMS & PFA] 

RITATEAOTIA,Jt.Secy. 

Foot-note : The principal rules were published in the Official Gazette vide notificaion No. F. 28-10/45-H (1) dated 
21st Dec«3nber, 1945 and amended in the year 2005, by the following notifications pubUshed in Part II, Section 
3, Sub-section (1) of the Gazette of India, namely:— 

(1) GSR32(E)dated20-l-2005. 

(2) GSR35(E)dated20-l-2005, 

(3) GSR79(E) dated 14-2-2005. 

(4) GSR 174(E) dated 16-3-2005. 

’ (5) GSR431(E) dated 30-6-2005. 
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